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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 5 and 8-14 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 5 recites the limitation "magnets with an annular shape" in line 5. There is 
insufficient antecedent basis for this limitation in the claim. The disclosed annular magnet 
embodiment seemingly only has one annular magnet. It is unclear how if the magnet is annular, 
that there may be a plurality. 

Regarding claims 8, 10, and 12, the phrase "for example" or similar phrases (in particular, 
i.e.) renders the claim indefinite because it is unclear whether the limitation(s) following the 
phrase are part of the claimed invention. See MPEP § 2173.05(d). Claims 11-13 depend upon 
claim 10 and inherit all problems with the claim. 

Claim 9 recites the limitation "the suture" in line 3. There is insufficient antecedent basis 
for this limitation in the claim. It is suggested to change the above to "suturing". 

Claim 1 1 recites the limitation "the magnets" in line 2. There is insufficient antecedent 
basis for this limitation in the claim. It is suggested to change the above to "magnetic means". 

Claim 14 recites the limitation "the implant site" in lines 6, 1, 11, and 13. There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim 14 recites the limitation "module no.2" and "module no.l" in lines 5, 6, and 7. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim 14 recites the limitation "said catheter" in line 7. There is insufficient antecedent 
basis for this limitation in the claim. A catheter has not been previously positively claimed (it 
has only been claimed in the functional sense in line 6). 

Also regarding claim 14, that applicant has referred to the claim as a "system" when in 
fact the claim seems instead to be a method or process claim. The phrase "system" is generally 
used for an apparatus or combination, thus a product claim. However this claim has method 
steps and is better characterized by a method or system. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-4, 6-7, and 9-13 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Fogarty et al. (US 2004/0122516 Al). See figures 1 1-15, 76-77, and respective portions of the 
specification. Fogarty discloses an apparatus comprising a valve prosthesis (68) fastened to a 
suture ring (2) by a magnetic means (70, 72). The magnets are contained in grooves in the 
components, see figures 76, 77. Fogarty discloses a plurality of magnets (P0074). Fogarty 
discloses the valve to comprise a stent and valve strips (see fig. 69; P01 18 and the Lane patent 
incorporated by reference that shows details of the valve). Fogarty's suture ring (2) and valve 
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(68) are deformable and capable of insertion on a catheter (Ring 2 is discloses to be expandable 
and deformable and further inserted by catheter means, PI 07; valve 68 is made of resilient spring 
material and is slightly deformable, see fig.83-84, has the capability of being inserted by a 
catheter). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 5 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Fogarty et 
al. (US 2004/01225 16 Al). Referring to claim 5, Fogarty discloses magnet means (70, 72) that 
appear to rectangular in shape (figs. 1 1-15, 76, 77), may be one up to twenty four surrounding the 
periphery (P0074). Fogarty does not however, disclose an annular magnet. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to have an 
annular magnet instead of a plurality of magnets arranged in an annular shape, since the above 
would involve a mere change in the shape of a magnet. In re Dailey, 357 F.2d 669, 149 USPQ 
47 (CCPA 1966). 

Referring to claim 8, Fogarty discloses valve leaflets (strips) made of a biomaterial 
(pericardium, disclosed in incorporated patent US 6,371,983; P01 18 of Fogarty). Fogarty does 
not disclose however, the biomaterial to be corneal stroma. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to have the leaflet strips made 
of corneal stroma since it has been held to be within the general skill of a worker in the art to 
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select a known material (corneal stroma-disclosed by applicant to be known) on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 
416. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
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